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510(k) Summary
Prepared: June 17, 2011
Submitter/Holder:
Company Name: CANON INC.
Company Address: 30-2 Shimomaruko 3-chome, Ohta-ku, Tokyo 146-8501, Japan
Contact Person: Naoyasu Asaka
Phone Number: (81)3-3758-2111
Fax Number: (81)3-5482-3960
Proposed Device:
Reason For 510(k): New Model
Trade Name: CANON INC.
Model Name: Full Auto Tonometer TX-20P
Classification Name: HKX, Tonometer and accessories.
FDA 510(k) #: To be assigned
Predicate Device:
Trade Name: CANON INC,
Model Name: Canon Full Auto Tonometer TX-F
Classification Name: HKX, Tonometer and accessories.
FDA510(k) #: K023816

Description of Device:
The Canon Full Auto Tonometer TX-20 is a tonometer designed using a non-contact measurement system. Air
puff gently measures the intraocular pressure with the help of a full auto-alignment system.

Intended Use: .
The Canon Full Auto Tonometer TX-20 is intended to be used for the measurement of intraocular pressure of
the human eye,

Comparison to Predicate:
The TX-20 is substantially equivalent to the predicate device identified previously with regard to intended use,
safety and effectiveness.

Performance testing:
The Electrical safety, Electromagnetic compatibility and other performance testings were performed on the
TX-20 and the TX-20 complies with applicable standards and guidances. Evaluation performed on the
TX-20 demonstrated that it’s safe and effective.

Conclusion:
The Performance Data demonstrate that TX-20 is as safe and effective as predicate device, Canoen Full Auto
Tonometer TX-F. Based on the information in this submission, similarity to predicate device, and the results
of our design control activities and non-clinical testing, it is the opinion of CANON INC. that the Full Auto
Tonometer TX-20 described in this submission is substantially equivalent to predicate device.
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Canon, Inc. = Medical Equipment Group

c/o Mr. Koji Kubo '

Manager

Cosmos Corporation

0-5-3 Beaune Honkomagome 2, Honkomagome, Bunkyo-ku
Tokyo, 113-0021 _ il
Japan | '

Re: KITIT710
Trade/Device Name: Canon TX-20 Full Auto Tonometer
Regulation Number: 21 CFR 8$86.1930
Regulation Name: Tonometer and accessories
Regulatory Class: Class [
Product Code; HKX
Dated: August 30, 2011
Recetved: August 31, 2011

Dear Mr. Kubo:

We have reviewed vour Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent {for the indications
for use stated in the enclosure) o legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or 1o
devices that have been reclassitied in accordance with the provisions of lhe Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device. subject 1o the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manutacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CIDRH does not evaluate information related to contract lability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

[f your device is classitied (sce above) into either class H {Special Contols) or class 11 (PMA), 1t
may be subject to additional controls. Existing major regulations affecting your device can be
found In the Code of Federal Regulations, Title 21, Parts 800 to 898. in addition, FDA may
publish further announcements concerning vour device in the Federal Register,
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Please be advised that FDA's issuance of a substantial equivatence determination does not mean
that 'DA has made a determination that your device complies with other requirements of the Act
oruny Federal statutes and regulations administered by other Federal agencies. You must
comply witlvatl the AcCs requirements, including, but not limited 0: registration and listing (21
CFR Part 807); labeling (21 CER Part 801): medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requircments as sct
forth in the quality systems (QS) regulation (21 CIFR Part 820); and if applicable, the electronic
product radiation coutrol provisions (Sections 331-342 of the Acl); 21 CFR 1000-1030.

[t vou desire specific advice for vour device on our labeling regulation (21 CFR Part 801), please
20 Lo hupAwww, fda.cov/About FRDA/CentersQOifices/CDRH/CDR MO tices/ucn ] 15809 him for
the Center for Devices and Radiological Health’s (CDRHs) Office of Compliauce. Alse, please
note the regulaton eatided, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For quesiions regarding the reporiing ol adverse events under the MDR regulation (21
CFR Part 803), please uo 1o

hitp:/www fda.gov/Medical Devices/Safery/Reportalroblem/default.hum for the CDRHs Office
ol Surveillance and Biomeuics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manutacturers, [nternational and Consumer Assistance al its toll-free number
{800) 638-2041 or (301) 796-7100 or at its Internet address

hu:Awww. fda.sov/Medical Devices/Resourcesfor You/Industiv/de fault hum,

Sincerely vours,

s O{é@%@/

Malvina B. Evdelman, M.D.
Director
Division of Ophthalmie, Neurological,
and Ear, Nose and Throat Devices
Office of Device Evaluation
Cenlter [or Devices and
Radiological Health

Enclosure



Indications for Use

510(K) Number (if known): K | [ l 7 l 0

Device Name:  Full Auto Tonometer TX-20

Indications for Use:

The Canon Full Auto Tonometer TX-20 is intended to be used for the measurement of intraocular
pressure of the human eye.

OR Over-The-Counter Use

Prescription Use X
{Part 21 CFR 801 Subpart C)

(Part 21 CFR 801 Subpart D)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHERT PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation{ODE)
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